	

	Validation Assessment Form

	Document #: TE or Val #-01JAN17-VAF
	SAP #: TE00XXXXXQX or VAL0XXXXX \ ECR No: XXXXXXX



[bookmark: _Ref333572034][bookmark: _Toc333572330][bookmark: _Toc337537901]Note to Author: Suggestions and examples for completing this template are provided in blue text. Remove/replace all blue text before submitting the document for review/approval. 

For definitions and/or abbreviations, refer to the Definitions and Abbreviations section of 730001835, Process Validation Procedure. 

The SAP number shall be the specific DIR in SAP where the Report will be filed, as defined in the Records section of 730001835, Process Validation Procedure.

For the Enter the Process, Test Method, or Equipment Name 



PREPARED BY 
	Name
	Role
	Signature
	Date

	
	
	
	


The “Prepared By” signature denotes that this document accurately describes the planned Process Validation activities.
REVIEWED BY (minimum of one reviewer, additional reviewers may be added as applicable)
	Name
	Role
	Signature
	Date

	
	System Owner (If not Prepared By) 
	
	

	
	Test Validation Engineer
	
	


The “Reviewed By” signature[s] denotes agreement with the details of the planned testing and/or deliverables to be performed.
APPROVED BY
	Name
	Role
	Signature
	Date

	
	Quality Engineer
	
	


The “Approved By” signature denotes that this system change risk assessment and resulting planned process validation activities has been approved.










	
Purpose
[bookmark: _Ref333572050][bookmark: _Toc333572331][bookmark: _Toc337537902][bookmark: _Ref333572077][bookmark: _Toc333572332][bookmark: _Toc337537903]The purpose of the Validation Assessment Form (VAF) is to document the assessment of an engineering change to the TE or Val #, Enter the System Name, and to define the resulting deliverable(s) required to maintain the system process validation. 
(Changes to equipment, test methods, or processes that are considered low risk, as defined in 730001835, Process Validation Procedure, are excluded from further process validation activities and do not require a VAF.)
Background
The TE or Val #, Equipment Name, facilitates the functional test of the following part numbers: List the part numbers.  The system performs testing to ensure the product meets the critical to quality specifications in accordance with 73XXXXXXX, Product Functional Specification Document (and/or other applicable specification document).
The Equipment Name performs the following tests and/or checks: (List all tests/checks performed, refer to the following list of examples)
	· Onboard power supplies 
· Board ID 
· Serial Communication 
· Leak Detector Circuit 
· Events In and Out
· Analog Out
· Keypad Circuit
	· Thermistor Accuracy
· Display Circuit
· LED Control
· Analog Board Interface
· Motor Sensors
· Lamp Control 
· PMT Gain Circuit
	· Motor ID
· Motor Drive
· Filter Drive
· Display Contrast Control
· Fan Power
· Temperature Ramp Rate
· Door Test


Describe the test report and data collection if applicable. For example: Upon completion of all testing, or in the case of a failed test, a Final Test Record is automatically generated and saved to the Sigma Quest Data Archive.  
Description of Change 
	Briefly describe the change to the equipment, test method, or process. 
Risk assessment 
 	High Risk Assessment
Please check the appropriate boxes below to determine the high risk assessed qualification or requalification requirements: 
	Specification
	No
	Yes

	Is the change a test specification value being modified and/or added? 	
	|_|
	|_|



	Software/Firmware
	No
	Yes

	Is the change a software modification that affects the way the system controls, and/or measures a test specification and/or PSC result? 	
	|_|
	|_|

	Is the change due to firmware downloaded to the UUT by a test system? 	
	|_|
	|_|

	Is the change a flash file update?
	|_|
	|_|

	Is it a change to an existing, or the addition of a new, PCB Test Sequence?
	|_|
	|_|



	Hardware (Mechanical, Electrical, Pneumatic, Hydraulic, etc.)
	No
	Yes

	Is the change a mechanical, electrical, pneumatic, and/or hydraulic modification that alters the way the system controls, and/or measures a test specification and/or PSC result? 	
	|_|
	|_|



	Equipment/Process Moves
	No
	Yes

	Is the change a move of the equipment, test method or process, to a different facility?
	|_|
	|_|


  	Medium Risk Assessment
Please check the appropriate boxes below to determine the medium risk assessed qualification or requalification requirements: 
	Replacement of Non-Identical
	No
	Yes

	Is the change due to a replacement of a system component with a non-identical equivalent?
	|_|
	|_|



	Computer Related or Replacement of Custom PCBs
	No
	Yes

	Is the change an update to the PC operating system?
	|_|
	|_|

	Is the change a computer or printed circuit board replacement?
	|_|
	|_|



	Software/Firmware
	No
	Yes

	Is the change a minor software bug fix or a minor improvement (i.e. a part number add)?
	|_|
	|_|

	Is the change a test system instrument firmware update (i.e. update to a stack component)?
	|_|
	|_|



	Equipment/Process Moves
	No
	Yes

	Is the change a move of the equipment, test method or process, within the local site?
	|_|
	|_|


An answer of Yes to any of the questions in Section 4.1 above results in a high risk and the associated qualification or requalification requirements, as defined in 730001835, Process Validation Procedure. 
An answer of Yes to any of the questions in Section 4.2 above results in a medium risk and the associated qualification or requalification requirements, as defined in 730001835, Process Validation Procedure.
  	This change results in a High, Medium, or Low Risk Assessment and the associated process validation requirements, as detailed in Section 6.0.
Hazard Assessment:
Summarize any hazards potentially introduced to the environment, operator, assembler, service technician or end user due to the change.












verification, Qualification and/or validation:
Based on the risk assessment performed above, in accordance with 730001835, Process Validation Procedure, complete the tables below based on the testing recommendations.  Summarize the verification, qualification and validation requirements in the Comments/Justification Section of each of the tables below. If the assessment results in a recommendation of performing a partial execution and/or bench study verification for any of the verification, qualification and/or validation activities, summarize the recommendation and explain why this is appropriate and acceptable.
	     Equipment Design Verification (EDV)
	No
	Yes

	Based on the Risk Assessment, does an EDV Protocol need to be created or revised due to this change?
	|_|
	|_|

	Based on the Risk Assessment, does an EDV Protocol need to be executed due to this change? 
	|_|
	|_|

	Comments/Justification
Note to Author: All answers of “No” require justification or explanation (i.e. “This change is a local move and does not affect the design or control of the system.”).
As applicable, briefly describe the EDV Protocol updates and required execution. In cases where the EDV Protocol only needs to be partially executed, please identify required Test Scripts and provide justification for executing a partial requalification. If an EDV is not required, but a bench study or verification of custom test software is deemed beneficial and/or being performed, provide an explanation and attach the objective evidence to this form. Then, capture appropriate signatures in Objective Evidence Completion section.



	      Installation Qualification (IQ)
	No
	Yes

	Based on the Risk Assessment, does an IQ Protocol need to be executed due to this change?
	|_|
	|_|

	Comments/Justification
Note to Author: All answers of “No” require justification or explanation. (i.e. “This change does not alter the installation or equipment.”).
In cases where a previously executed Installation Qualification was performed and only needs to be partially re-executed, please identify required Protocol Test Scripts and provide justification for executing a partial requalification. If an IQ is not required, but a bench study or verification of a manufacturing process and/or equipment is deemed beneficial and/or being performed, provide an explanation and attach the objective evidence to this form. Then, capture appropriate signatures in Objective Evidence Completion section.



	      Test Method Validation (TMV)
	No
	Yes

	Based on the Risk Assessment, does a TMV need to be executed due to this change? 
	|_|
	|_|

	Comments/Justification
Note to Author: All answers of “No” require justification or explanation. (i.e. “The system does not utilize external measurement equipment and this change does not involve Operator influence.”).
In cases where a previously executed Test Method Validation was performed and only needs to be partially re-executed, please identify required Test Scripts and provide justification for executing a partial requalification. If a TMV is not required, but a bench study or verification of a test method and/or measurement system is deemed beneficial and/or being performed, provide an explanation and attach the objective evidence to this form. Then, capture appropriate signatures in Objective Evidence Completion section.









	      Operational Qualification (OQ)
	No
	Yes

	Based on the Risk Assessment, does an OQ Protocol need to be created or revised due to this change?
	|_|
	|_|

	Based on the Risk Assessment, does an OQ need to be executed due to this change? (Justify partial execution in the Comments/Justification section below.)
	|_|
	|_|

	Comments/Justification
Note to Author: All answers of “No” require justification or explanation. If an OQ is not being performed due to the process having 100% critical to quality (CTQ) attributes verified, simply write “100% critical to quality (CTQ) attributes verified”.
As applicable, briefly describe the OQ Protocol updates and required execution. In cases where the OQ only needs to be partially executed, please identify required Test Scripts and provide justification for executing a partial requalification. If an OQ is not required, but a bench study or verification of the system being capable of producing acceptable product (throughout the intended operating range) is deemed beneficial and/or being performed, provide an explanation and attach the objective evidence to this form. Then, capture appropriate signatures in Objective Evidence Completion section.



	      Performance Qualification (PQ)
	No
	Yes

	Based on the Risk Assessment, does a PQ Protocol need to be created or revised due to this change?
	|_|
	|_|

	Based on the Risk Assessment, does a PQ need to be executed due to this change? (Justify partial execution in the Comments/Justification section below.)
	|_|
	|_|

	Comments/Justification
Note to Author: All answers of “No” require justification or explanation. If a PQ is not being performed due to the process having 100% critical to quality (CTQ) attributes verified, simply write “100% critical to quality (CTQ) attributes verified”.
As applicable, briefly describe the Performance Qualification Protocol updates and required execution. In cases where the Performance Qualification only needs to be partially executed, please identify required Test Scripts and provide justification for executing a partial requalification. If a PQ is not required, but a bench study or verification of the system being capable of producing acceptable product (under normal operating conditions) is deemed beneficial and/or being performed, provide an explanation and attach the objective evidence to this form. Then, capture appropriate signatures in Objective Evidence Completion section.


 	Electromagnetic Interference (EMI) Assessment: 
Is there an impact to product EMI? In most cases the change to the process, test method, or equipment cannot affect the product EMI and the Author could write “This change only affects test equipment; therefore, there is no impact to product EMI.”. 
IMPLEMENTATION ASSESSMENT:
· Is there any impact to documentation, calibration or facilities/utilities?
· Is there impact to any other qualified, verified, or validated Process, Test Method, or Equipment?
· Any impact on production schedules (particularly if the system requires production to be stopped)?
· What resources are required for implementation (personnel, materials, machines, etc.)?
· Will additional training be required?
Note: Once approved all items in the Assessment section designated “Yes” are actions to be assigned and executed. These completed items shall be scanned and saved to SAP, as defined in 730001835, Process Validation Procedure, and the wet copy shall be provided to Test Validation Engineering to be archived. 
Note to Author: If the Validation Assessment resulted in a need to collect objective evidence, but will not result in the execution of an Equipment Design Verification, Installation Qualification, Test Method Validation, Operational Qualification and/or a Performance Qualification, the following Validation Assessment routing sheet may be included as part of this Validation Assessment Form and be used as a cover sheet for the required objective evidence and/or as a means to show that the required activities have been performed. This approval process should only be used for changes that do not require a detailed summary of the testing, which would normally be provided within a Process Validation Report. 
If the below cover sheet will not be used as part of this Validation Assessment Form, delete it.

Validation Assessment
Objective Evidence Completion
For the Enter the Process, Test Method, or Equipment Name

PREPARED BY 
	Name
	Role
	Signature
	Date

	
	
	
	


The “Prepared By” signature denotes that the document accurately provides the required objective evidence.
REVIEWED BY (minimum of one reviewer, additional reviewers may be added as applicable)
	Name
	Role
	Signature
	Date

	
	System Owner, recommended *
	* (If not Prepared By)
	

	
	Test Validation Engineer
	
	


The “Reviewed By” signature[s] denotes agreement that the required objective evidence is provided and accurate.
APPROVED BY
	Name
	Role
	Signature
	Date

	
	Quality Engineer or MOE Engineer *
	* (as defined in 730001835)
	


The “Approved By” signature denotes that the objective evidence has been reviewed and approved for overall quality and completeness.
The below Attachments section is used to list all attachments that will serve as objective evidence, as required by this Validation Assessment Form.
ATTACHMENTS:
Attachment 1:
Attachment 2:
Attachment 3:
Attachment etc.:
All Attachments shall be marked with the Validation Assessment Form Document Number, Attachment Number, and will be paginated, as applicable.  Below is an example of this marking (to be deleted):
[image: ]
The stamp shown above is available for use from the Validation Team for unmarked attachments.
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